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DETAILED ACTION i 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 .1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 
February 16, 2006 has been entered. 

Amendment Entry 

2. The amendment filed February 16, 2006 has been entered. Claims 1-3 and 40 1 
have been amended. Claims 4-14, 16, 20-39 and 41-45 have been cancelled. Claims 1- 

3,15, 17-19, 40 and 46-47 are under consideration in this office action. 

Withdrawal of Rejections 

3. The following objections and rejections have been withdrawn in view of 
applicants' amendments and arguments: 

a) the objection of claim 3; and 

b) The rejection of claim 40 under 35 U.S.C. 112, second paragraph, 

Response to Arguments 

i 

4. Applicant's arguments filed February 16, 2006 have been fully considered but 
they are not persuasive. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: i 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

5. The rejection of claims 1-3,15, 17-19 and 40 under 35 U.S.C. 102(a) as being 
anticipated by Roberts (WO 94/22476) is maintained for reasons already of record. The 
rejection was on the grounds that Roberts teach a multicomponent vaccine for 
ruminants comprising an immunologically effective combination of a protective antigen 
component from at least six or seven specifically recited clostridial organisms, a 
protective antigen from at least one non-clostridial gram-negative M. bovis and/or H. 
somnus, and the specifically recited adjuvant wherein the dose is 2 ml or less. 

i 

Applicants' assert Roberts' examples are 5ml, and that M. bovis is merely 
mentioned in passing and no vaccine compositions are described specifically 
comprising M. bovis. Thus Roberts does not anticipate the instant claims. However it is 
the examiner's position a reference may be relied upon for all that it would have 
reasonably suggested to one having ordinary skill the art, including nonpreferred 
embodiments. Merck & Co. v. Biocra ft Laboratories, 874 F.2d 804, 10 USPQ2d 1843 
(Fed. Cir.), cert, denied, 493 U.S. 975 (1989). Furthermore, MPEP 2123 teaches that 
patents are relevant as prior art for all they contain, and that "The use of patents as 
references is not limited to what the patentees describe as their own inventions or to the 
problems with which they are concerned. They are part of the literature of the art, j 
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relevant for all they contain." In re Heck, 699 F.2d 1331, 1332-33, 216 USPQ 1038, 
1039 (Fed. Cir. 1983) (quoting In re Lemelson, 397 F.2d 1006, 1009, 158 USPQ 275, 
277 (CCPA 1968). 

Here, Roberts may be relied upon because it reasonably suggest to one having 
ordinary skill in the art the administration of multicomponent vaccines in low dose 1 
volumes of about 2 ml or less. Roberts does not have to use each embodiment in an 
example to teach the effective dosage level. Furthermore, while applicants argue that 
Roberts does not teach examples comprising fewer than 5ml, however, applicant is 
reminded that applicants' own disclosure fails to show specific examples of a 
multicomponent clostridial vaccine comprising the non-clostridial M .bovis protective 
antigen wherein the vaccine is in a low dose volume of about 2 ml or less. Nor does 
applicants' specification show examples of a multicomponent clostridial vaccine 
comprising non-clostridial M. bovis and H. somnus protective antigens wherein the 
vaccine is in a low dose volume of about 2 ml or less. Rather applicants' specification 

i 

merely mentions the possibility of having multicomponent clostridial vaccines combined 
with other antigens and mentions the possibility of having low dose volumed vaccines. 
Therefore applicants' argument is not persuasive. 

MPEP 2131 .03 states that when the prior art discloses a range which touches, 
overlaps or is within the claimed range, but no specific examples falling within the 
claimed range are disclosed, and the prior art discloses the claimed range with sufficient 
specificity, then the prior art anticipates the claims. Therefore, contrary to applicants' 
statements about Roberts broad teaching of low does volumes, Roberts clearly states 



i 
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with sufficient specificity low dose multicomponent vaccines just as required by the 
instant claims. Therefore the disclosure of Roberts teaching a dosage of 1 to 5 ml and 
as low as 0.5ml would allow one of ordinary skill in the art to clearly envisage the instant 
claims range of about 2ml or less. Thus applicants' arguments are not persuasive. 

Applicants' urge that because the claims no longer recite saponin as an adjuvant, 
Roberts no longer anticipates the claims. However it is the examiner's position that 
because the instant claims recite the use of an adjuvant which is an oil in water 
composition, a plant extract, or a liposomes, Roberts still anticipate the claims. Roberts 
teach that saponins are natural plant extract products, thereby meeting the plant extract 
limitation. Roberts even cites prior art references teaching that saponins are apart of oil 
-in- water composition and can be admixed in liposomes. Furthermore, Roberts 
teaches compositions using dispersible (non-depot) soluble adjuvants which include oil- 
in-water emulsions, cytokines, interleukins and interferons (page 6, lines 13-18). 
Therefore applicants' assertions are not persuasive and the rejection is maintained. 

6. The rejection of claims 46-47 under 35 U.S.C. 1 02(a) as being anticipated by 
Roberts (WO 94/22476) is maintained for reasons already of record. The rejection was 
on the grounds that Roberts teach a method of immunizing a bovine animal comprising 
administering an effective amount of the vaccine in claims 1 or 2, just as instantly 
claimed. However, for the reasons set forth above, the rejection of claims 46 and 47 is 
maintained. 



i 
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Claim Objections 

7. Claims 46 and 47 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 i 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 1-3,15, 17-19, 40 and 46-47 are rejected under 35 U.S.C. 112, first 

paragraph, as failing to comply with the written description requirement. The claim(s) 

contains subject matter which was not described in the specification in such a way as to 

reasonably convey to one skilled in the relevant art that the inventor(s), at the time the ' 

application was filed, had possession of the claimed invention. This is a written 

description rejection. 

The claims are drawn to a multicomponent vaccine for cattle comprising an 

immunogenically effective combination of a protective antigen from at least six or seven 
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clostridial organisms, a protective antigen component from at least one non-clostridial 

organism, which is M. bovis and at least one adjuvant selected from the recited group 

wherein the vaccine is in a low dose of about 2ml or less. 

The MPEP states that the purpose of the written description requirement is to 

ensure that the inventor had possession, as of the filing date of the application, of the 

specific subject matter later claimed by him. The courts have stated: 

"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that "the inventor invented the claimed invention." Lockwood v. American Airlines, Inc., 
107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re Gostelli, 872 F.2d 1008, 
1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989) (" |T]he description must clearly allow 
persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed."). Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, 
etc., that set forth the claimed invention." Lockwood, 107 F.3d at 1572, 41 USPQ2d at 
1 966." Regents of the University of California v. Eli Lilly & Co., 43 USPQ2d 1 398. 

The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include "level 
of skill and knowledge in the art, partial structure, physical and/or chemical properties, 
functional characteristics alone or coupled with a known or disclosed correlation 
between structure and function, and the method of making the claimed invention. 
Disclosure of any combination of such identifying characteristics that distinguish the 
claimed invention from other materials and would lead one of skill in the art to the 
conclusion that the applicant was in possession of the claimed species is sufficient." 
MPEP 2163. 
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Furthermore, for a broad generic claim, the specification must provide adequate 
written description to identify the genus of the claim. In Regents of the University of 
California v. Eli Lilly & Co., the court stated: 

"A written description of an invention involving a chemical genus, like a 
description of a chemical species, 'requires a precise definition, such as by structure, 
formula, [or] chemical name, 1 of the claimed subject matter sufficient to distinguish it 
from other materials. F/ers, 984 F.2d at 1 171 , 25 USPQ2d at 1606; In re Smythe, 480 
F.2d 1376, 1383, 178 USPQ 279, 284-85 (CCPA 1973) ("In other cases, particularly but 
not necessarily, chemical cases, where there is unpredictability in performance of 
certain species or subcombinations other than those specifically enumerated, one 
skilled in the art may be found not to have been placed in possession of a genus. . . ."). 
Regents of the University of California v. Eli Lilly & Co., 43 USPQ2d 1 398. 

The claims and specification recite a vaccine comprising at least six or seven of 
the recited clostridial organisms, including C. chauvoei, C. septicum, C. novyi, C. 
perfringens type C, C. perfringens type D, C. haemolyticum, C. sordellii, and C. tetani, 
however the specification provides no guidance as to what the upper limit of the number 
of clostridial organisms which may be encompassed by the vaccine. Moreover, the 
composition recites open language and therefore includes a wide variety and unlimited 
number of additional components. The claims fail to limit the number of clostridial 
organisms within the composition. No specific limitations for what additional clostridial 
organisms have been disclosed by the instant specification, and such unlimited 
additions have not taught and/or enabled by the specification. 

Thus, the multicomponent vaccine for cattle comprising an immunogenically 
effective combination of a protective antigen from at least six or seven clostridial 
organisms, a protective antigen component from at least one non-clostridial organism, 
which is M. bovis and at least one adjuvant selected from the recited group wherein the 
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vaccine is in a low dose of about 2ml or less fail to meet the written description provision 
of 35 UCS 112, first paragraph. Vas-Cath Inc. V. Mahurkar, 19 USPQ2d 1111, make 
clear that "applicant must convey with reasonable clarity to those skilled in the art that, 
as of the filing date sought, he or she was in possession of the invention. The invention 
is, for purposes of the 'written description' inquiry, whatever is now claimed." (See page 
1117). The specification does not "clearly allow persons of ordinary skill in the art to 
recognize that [he or she] invented what is claimed." (See Vas-Cath at page 1116). 
There is no disclosure of vaccines comprising nine, ten or twenty clostridial organisms. 
Thus, the structure of the vaccine is not defined. Even though claims 3, 15,17-19 recite 
specific clostridial organisms, the claims do not limit the number of additional clostridial 
organisms that may be included in the vaccine. There is no written description of an 
immunogenic composition comprising additional clostridial organisms. Thus, a skilled 
artisan cannot envision the detailed structure of the vaccine since the specification has 
not defined what the additional clostridial organisms can be. Therefore, conception is 
not achieved until reduction to practice has occurred, regardless of the complexity or 
simplicity of the method for production. 

At best the specification and claims describe only the instantly recited clostridial 
organisms, however they fail to describe the upper limit on the number of clostridial 
organisms that may be comprised within the vaccine. The prior art teaches there are 
more than eight species of clostridial organisms, which include C. acetobutylicum, C. 
beijerinckii, C. botulinum, C. butyricum, C. cellulolyticum, C. cellulovorans, C. difficile, C. 
histolyticum, C. kluyveri, C. sticklandii, C. symbiosum, C. tertium, C. tentani, C. 
tetanomorphum, C. thermocellum, and C. tyrobutyricum. Moreover, there is no 
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disclosure of what other clostridial organisms may or may not be included within the 

instantly claimed vaccine or the upper limit of those clostridial organisms. The 

specification fails to teach the structure or relevant identifying characteristics of a 

representative number of vaccines sufficient to allow one skilled in the art to determine 

that the inventor had possession of the invention as claimed. Thus a skilled artisan j 

i 

cannot envision all the contemplated vaccines and therefore conception cannot be 
achieved until reduction to practice has occurred. It is noted however that applicants 
are not required to disclose every species encompassed by a genus. If the genus has a 
substantial variance, the disclosure must describe a sufficient variety of species to 
reflect the variation within that genus. See MPEP 2163. Although the MPEP does not 
define what constitute a sufficient number of representative, the Courts have indicated 
what do not constitute a representative number species to adequately describe a broad 
generic. In Gostelli, the Court determined that the disclosure of two chemical 
compounds within a subgenus did not describe that subgenus. In re Gostelli, 872 F.2d 
at 1012, 10USPQ2d at 1618. 

In view of the specification failure to disclose the identity or adequately describe ; 
a multicomponent vaccine for cattle comprising an immunogenically effective 
combination of a protective antigen from at least six or seven clostridial organisms, a 
protective antigen component from at least one non-clostridial organism, which is M. 
bovis and at least one adjuvant selected from the recited group wherein the vaccine is 
in a low dose of about 2ml or less, a skilled artisan would be required to de novo locate, 
identify and characterize the claimed vaccines. Therefore the full breadth of the claims 
fails to meet the written description provision of 35 (JSC 1 1 2, first paragraph. 



i 
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8. Claims 46 and 47 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The preamble of the claims is drawn to a method of 
immunizing an animal, however the method recites administering the vaccine of claims 
land 2. The vaccines are for cattle and not all animals. Therefore the goal of the 
preamble is not commensurate with the steps of the method drawn to animals and not 

i 

just cattle. 



Conclusion 

9. No claims allowed. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Hines whose telephone number is 571-272-0859. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

i 

supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Ja-Na Hines. 
April 19, 200J 




LYNETTE R.F.SMITH 
SUPERVISORY WffEWT EXAMINER 
TECHNOLOGY CENTER 1600 




